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REMARKS 

Applicant would like to thank Examiner Wong fortlie courteous and helpful 
discussion held with Applicant's representative on May 29, 2003. During the 
discussion, it was noted that candy manufacturers and other food industry professionals 
have long been aware of a very serious problem that diarrhea and associated 
gastrointestinal maladies may be caused by the consumption of polyol-containing 
foodstuffs. It was further noted that in spite of this long-standing awareness, there has 
hitherto been consistent failure within the industry to identify an adequate solution for 
preventing such severely undesirable side effects from afflicting the consumers of 
polyol-containing foodstuffs. In short, the link between gastrointestinal maladies such 
as diarrhea and the consumption of polyols represents a long feft but unsolved need 
within the food Industry. 

It was further noted during the discussion that the claimed Invention provides a 
solution to the above-described long felt but unsolved need and that the efficacy of this 
solution requires that inulin be consumed in combination with sweetening agent in a 
particular minimum amount . This minimum amount, which corresponds to about 25 
percent by weight of the combination of sweetening agent and inulin, is recited in each 
of independent claims 1,13, 20. 21, 22, 26, and 28. This minimum amount of inulin 
represents a hitherto unrecognized solution to the long felt but unsolved need for 
preventing or minimizing diarrhea and/or related symptoms induced by the consumption 
of polyols. This minimum amount is not arbitrary nor is it a matter of mere optimization, 
as was previously suggested in the outstanding Office Action (e.g., page 3). 

Claim Reiections -> 35 U.S.C. S 103 fa) 

The rejection of claims 1-29 under 35 U.S.C. § 103(a) as being unpatentable 
overWilllbald-Ettl^etgl- (United States Patent No. 6,248.386). James (United States 
Patent No. 5,721,004), Teeuwen et al. (abstract), Ihon (abstract), and Birch etal. 
(abstract) In view of Laurenzo et al. (European Patent Application No. EP 0 787 745 A2) 
is respectfully traversed. None of the applied references, alone or in combination, 
teaches or suggests the recited minimum amounts of inulin. Moreover, these minimum 
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amounts are not obvious inasmuch as the use thereof provid s a solution to a long felt 
but unsolv d need. 

As noted during the discussion, Applicant respectfully submits that the prima 
facie case of obviousness has been overcome through the provision of ample rebuttal 
evidence establishing a long felt but unsolved need in the art; this rebuttal evidence 
Includes the Exhibits submitted with the Response filed July 24, 2001 and new Exhibits 
submitted with the present Response. As noted in MPEP 2141.01. "[ojbjective evidence 
or secondary considerations such as ... long-felt need ... are relevant to the issue of 
obviousness and must be considered in every case in which they are present." As 
further noted in MPEP 2144.08(II)(B), rebuttal evidence for overcoming a prima fec/e 
case of obviousness "may include evidence of 'secondary considerations,' such as ... 
long felt but unsolved needs ... Graham v. John Deere Co., 383 U.S. at 17, 148 USPQ 
at 467." 

Evidence of Long Felt But Unsolved Need 

As evidence of the long felt but unsolved need asserted by Applicant. Applicant 
has previously submitted Exhibits A, B, and C with the Response filed July 24, 2001. 
Exhibits A, B, and C are now resubmitted with the present Response for the 
convenience of the Examiner, although they have been re-labeled as Exhibits I, II, and 
III, respectively, for consistency with the labeling of the new Exhibits described below. 
Exhibit i shows a candy wrapper warning that the presence of the polyol ingredients 
lactitol and maltitol may produce a laxative effect. Exhibit II shows a candy wrapper 
warning that the presence of the polyol ingredients sorbitol or mannitol, or the presence 
of hydrogenated starch hydrolysate, may produce a laxative effect. Exhibit III shows 
candy wrappers from two foodstuffs produced by the same manufacturer, one of which 
contains a warning against the possibility of a laxative effect, the other of which does 
not. The foodstuff bearing the warning contains the polyol sucrose replacement maltitol, 
whereas the foodstuff without a warning contains ordinary sugar (i.e., sucrose). 

As further evidence of the long felt but unsolved need asserted by Applicant, 
Applicant submits new Exhibit IV. Exhibit IV shows the label of a sorbitol solution, which 
identifies this polyol as having dual use as a sweetening agent and as a laxative. 
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As still further evidence of the long felt but unsolved need asserted by Applicant, 
Applicant submits new Exhibits V, VI, and VII, which are abstracts of papers drawn from 
the scientific literature. Exhibit V is an abstract of an article entitled "Dose-Related 
Gastrointestinal Response to the Ingestion of Either Isomalt, Lactitol or Maltitol in Milk 
Chocolate" by G. A. Koutsou et ai. (Eur. J. Clin. Nutr. 1996, 50, 17-21), which describes 
that healthy volunteers aged 18-24 years who ingested polyol-contalning milk chocolate 
experienced gastrointestinal responses including flatulence, borborygms, colic, 
increased motion frequency, and loose stools. Exhibit Vl Is an abstract of an article 
entitled "Sugar Alcohols as Bull< Sweeteners" by W. L Dills, Jr. (Anna. Rev. Nutr. 1989, 
9. 161-186), which states that "[a]ll of the polyols can cause osmotic diarrhea In humans 
if higher levels are consumed," and that "[tjhis fact is noted in the labeling of products 
containing mannitol and sorbitol in the United States." Exhibit VII is an abstract of an 
article entitled "Use of Xylitol as Sugar Substitute in Diabetic Children" by H. Forster et 
al. {Fortschr. Med. 1977. 95, 99-102). which Indicates that a diabetic child given xylitol 
as a substitute for sugar was unable to continue in the study due to the onset of 
diarrhea. 

It is abundantly clear from a consideration of Exhibits 1. II, and III that the 
manufacturers of the foodstuffs originally paclcaged in these wrappers were well aware 
of the serious problems associated with the ingestion of polyols. Furthermore, it is 
abundantly clear from a consideration of Exhibit IV that a foodstuff manufacturer wishing 
to employ sorbitol as a sweetening agent would be well aware of the possible 
undesirable laxative effect that could result from ingestion thereof. Moreover, it is 
abundantly clear from a consideration of Exhibits V, VI, and VII that the cause-effect 
relationship between polyol-consumption and diarrhea and/or related symptoms is very 
well established and recognized within the art. Nonetheless, in spite of the widespread 
recognition of the link between polyol-consumption and gastrointestinal disorders, 
manufacturers and providers of polyol-contalning foodstuffs have been wholly incapable 
of mitigating or preventing the undesirable effects of polyol consumption beyond 
providing generic warnings discouraging excessive consumption, such as those 
Illustrated in Exhibits I, II, III, and IV. 
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This long felt but unsolved need, evidenced by the Exhibits described above, is 
successfully addressed by use of the claimed invention, in which inulin is added to 
sweetening compositions in the claimed amounts (e.g., specification, page 7, lines 3-7). 
However, none of the cited references, alone or in combination, teaches or suggests 
inulin in an amount which comprises at least about 25 percent by weight of a 
combination of sweetening agent or agents and inulin— that is, in an amount sufficient to 
reduce diarrhea induced by sweetener consumption. Indeed, none of the cited 
references even acknowledges or recognizes that diarrhea induced by sweetener 
consumption may be reduced or eliminated through the use of inulin. 

Applicant respectfully submits that if the claimed invention would have been 
obvious in view of the cited references, which Applicant respectfully submits that it 
would not have been, then manufacturers of polyol-containing foodstuffs would have 
long ago employed Applicant's invention in order to reduce the undesirable side effects 
associate with consumption of their products, thus boosting sales, increasing consumer 
satisfaction, etc. The fact that the claimed invention has not previously been recognized 
as a viable solution to the long felt but unsolved need is a testament to the non- 
obviousness of the claimed invention. 

In accordance with the mandates of MPEP 2141.01 quoted above. Applicant 
respectfully submits that the prima facie case of obviousness has been overcome in 
view of the above-described rebuttal evidence. For at least the reasons set forth above. 
Applicant respectfully submits that the claimed invention is neither anticipated by nor 
would have been obvious in view of the cited references, alone or in combination. 
Accordingly, withdrawal of this ground of rejection is respectfully requested. 

Conclusion 

In view of the Remarks set forth above. Applicant respectfully submits that the 
claimed invention is in condition for allowance. Early notification to such effect is 
earnestly solicited. 

If for any reason the Examiner feels that the above Remarks do not put the 
claims in condition to be allowed, and that a discussion would be helpful, it is 
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respectfully requested that the Examiner contact the undersigned agent directly at 
(312)-321-4257. 

Respectfully submitted, 



BRINKS HOFER GILSON & LtONE 
P.O. BOX 10396 
CHICAGO, ILLINOIS 60610 
(312) 321-4200 



Registration No. 48,059 
Agent for Applicant 
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VERSION WITH MARKINGS TO SHOW CHANGES MADE 

Amendments to claim 23: 

23. (Once Amended) A foodstuff comprising a sweetening composition as 
recited in any one of claims 1,13, 14, 20, 21IJ or 22 [or 23], 

Amendments to claim 24: 

24. (Once Amended) A foodstuff comprising a sweetening composition as 
recited in any one of claims 1, 13, 14, 20, 21[J or 22 [or 23], wherein said foodstuff is 
selected from the group consisting of gum, candy, ice cream, cheese, yogurt, cottage 
cheese, cake, cookies and beverages. 
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The Fannie May Legacy 

Q^Bdlt7lsn'tjuscawo^dftr FmcileMay. 
Ife a way ofUfe . . . and has been ft)r over 
75 years. By uslngonly the freshest 
ingredienlB, F%innie May oontlnufis t» 
nrnkfithfifinestcandlesavalbble... 
as good as thedayRTeller Archibald 
opened his first FannleMay Shop in 
1 920 in Chicago, nilnok 

Our commitment to freshness continues 
andyou wUI taste Ihcdlfference We 
guarantee IL 

Enjoy (he quality of Fannie May Ctodies 
wtth Sieseaugar ftee firultHfl^yoredpops 
inanassortmentofgtape. lemon, lime, 
orange, cherry, and pinieapple. Fannie 
May Qindies, ..quiteslmply tite finest 
candies available. 

Sugar free candies are made for those 
who prefer less sugar or are on a sugar- 
restrlcteddiet Although this Is nota 
reducedcalorie product; it will not 
promote tooth decay, This produa 
may producea laxative efifectafter 
excessive consumptioaPeopleon 
a lescricted diet should consult their 
physician before consuming. 
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"One Tasi 




ur Best Advertisement!"® 



Dry Mouth?/ Get your juices flQWfng.wlth ddlcfous EDA candles! 
Melts in your mouth not In the wrapper!" 

Avaifable Fn 21 mouth water flavors 
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SUGAR FRBfi NOVELTY 

IN0P£DIENTS:MALTJT0L,COCOA 
BUTTER.CHOCOLATE.CALCIUM 
CARBONATEjDAIRY OIL.CALCIUM 
CAS£II4ATE,S0Y LEClTHlM^M 
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INDICATIOHS; For use *s a laxallw. pharmaceutical v«Ncle and a sweelenlng agenL 
DIRECTIONS: ORAL: Atfulli 9Qd ehltdrvn 12 yean of age and older 2 to 3 tablespoons 
per day (equivalent lo approximalsty 27 Id 40 granis of sorbitol) In a stnglo daily dosft or 
as directed by a physician. Chlldriri undef 12 yean ol egv: consull a physician. RECTAL: 
Adults and childrin 12 yein of iga and bldtft Rectal enema dosage is 1 20 ml of a 25 to 
30 percent welghiA/olumi solution fn a Single dally dose or as dlraclfld by a plvyslcran. 
Children undtr 12 vtan ol age: cnneuit a plryslclin. 

^^]^\ i.?^ '° ^ ^""w wrWfol sokjUon can t>e obtained by diluOna 1 

part of this product witti 2.3 parts water. 

INOREOIENTS: Sorbitol 70% U S.P.. purified water 30%. 
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movement after us« of a laxaltve may tndlcati a serious condition. Dlseofitlnitf use and 
consult your physicfan. 

« WITH AHY DRUG; tf you are pregnanl or nursing a baby, seek the advice of a doctor 
before wing this product 
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Related Articles. Links 



Dose-related gastrointestinal resp nse to the ingestion of either isomalt, lactitol or 
maltitol in milk chocolate. 

Koutsou GA, Storey DM, Lee A, Zumbe A, FJourie B, leBot Y, Olivier P. 

Nutritional Biosciences Unit, University of Salford, UK. 

OBJECTIVES: To determine whether there were differences between different polyols (suear 
aJcohols) m tenns of their ability to stimulate intolerance symptoms when consumed in milk 
nij^r7?v^"^ 1^'*^''^''^'^'^^^*^ symptomatology can be related to the dose of polyol ingested. 
UbS>iON: rhe study was of a randomised double-bUnd cross-over design, SUBJECTS- 59 healthy 
vo unteers aged 18-24 years were recruited from the student population of the University of 
Saiford All subjects successfully completed the trial. INTERVENTIONS; Subjects ingested 100 
g milk chocolate containing 40 g bulk sweetner as either sucrose, isomalt. lactitol or maltitol or a 
mixture (10;30 w/w) of sucrose and isomalt, sucrose and lactitol or sucrose and maltitol. Each bar 
was taken as breakfast on one day with following products consumed at 1-week intervals 
Subjects reported tlie incidence and severity of the symptoms of flatulence, borborygms colic 
niotion frequency and loose stools. RESULTS: The ingestion of 30 g or 40 g lactitol resulted in a 
significant increase m the incidence and severity of all symptoms examined compared to reactions 
atter the consumption of standard sucrose-containing chocolate (P <0.0I). Similarly, 40 ^ isomalt 
ed to an mcreased mcidence of all symptoms, including mild taxation (P <0.0l), but unhke 
lactitol none was rated as being severe. A reduction in isomalt to 30 g was marked by increased 
S nT® ^ borborygms (P <0.01), mild flatulence, colic, and laxation (P 

^t.i!r .u^ "^n^^^ i"^*'?? frequency (P <0.35), Ingestion of 40 g maltitol caused less 
intolerance than 40 g isomalt, witii evidence of only flatulence, borborygms and colic (P <0 On 
symptoms being rated as only mild. A reduction to 30 g led to a decrease in all symptoms except 
m^ld flatulence. Maltitol did not have any laxative effect when ingested at eitiier 30 g (P = 0 32) or 
40 g (P = 0. 13) per day. CONCLUSIONS: This work has shown Lt tiiere are sign Jcant 
fSf f'i"; ?® reporting of gastrointestinal symptomatology foUowing the consumption of 
ncS! f H ^^.^^^i;^''' incoiporated into milk chocolate. However, with all tiiree polyols the 
incidence and seventy ofsymptomatology was dose dependent u«c 

Publication Types: 

• Clinical Trial 

• Randomized Contitslied Trial 

PMID: 8617186 (PubMed - indexed for MEDLINE] 
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Aimu Rev Nvitr. 1989;9:161-86. r«i^^a^, ,„ 

Related Artjcles Unks 

Sugar alcohols as bulk sweeteners. 
Dills WL Jr. 

Department of Chemistry, Southeastern Massachusetts University, North Dartmouth 02747. 

The polyols are a family of bulk sweeteners, some of which are cuirently used in the United States 
and m other nations. The use of these compounds is likely to increase in the future The greatest 
advantage of polyols as sweeteners is their reduced cariogenicity compared with sucrose, fructose, 
or glucose. This reduced canogemcity has been observed with all of the polyols considered in this 
review. Furthermore, evidence suggests that one of these polyols, xylitol, may have cariostatic 
properties More research IS needed to clarify the mechanism of this cariostatic effect, Evidence 
suggests that moderate usage of the polyols in human diets over long periods is not likely to 
produce many toxic effects. Tbis conclusion is supported by the facts that (a) both sorbitol and 
mannitol have been used as sweeteners for some time without apparent side effects, and (b) 
extensive long-term studies with dietary xylitol in Europe have not yielded any reports of toxicity 
At tills pomt there is no reason to believe that the disaccharide polyols differ significantly in a 
qualitattve sense from sorbitol or mannitol with regard to their effects in humans. There are some 
research needs with regard to the inclusion of the polyol s%veeteners in human diets: 1 All of the 
polyols can cause osmotic diarrhea in humans if higher levels are consumed. This fact is noted in 
Uie labeUmg of products containing mannitol and sorbitol in the United S tates (see "Current 

Hn2 ^i^^^h^ide polyols are to be used as bulk sweeteners, further studies 
ot the dose levels that can cause diarrhea may be needed. 2. The polyols, like other slowly 
absorbed carbohydrates, enhance the absorption of certain minerals, particularly divalent cations 
More comparative and mechanistic studies of this effect are needed 3. All of the do1vo?s lactose 
and other slowly absorbed carbohydrates appear to cause adrenal meduChrperptS"^^^^^^ 
t Sv^i • r 7 u""- E^l^^^f .^"ggests that these lesions are linked in some way to the laftose 
i« S changes m calcium homeostasis. Despite long-term use of lactose, sorbitol, and 

™otTuiT^^^^^^^^ """^"^ '^rf ^"^^^ 'on^^ investigators 

SXdulnSf T "° ^-^'^^^^^ '0 humans. Nevertheless further studies are 

needed to elucidate the mechamsms of the dietaxy lactose and polyol-induced adrenal hvoemlasias 

at' 400 m) '''' ''''''' sp-ie'(ABSTRl5rTScS^D 

Publication Types: 

• Review 

• Review Literature 

PMID: 2669868 [PubMed - indexed for MEDLINE] 
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Fortschr Med. 1977 Jan 13;95(2):99-102. Related Ar«des. UnK. 

[Use of xylitol as sugar substitute in diabetic children] 
[Article in German] 
Forster H, Boecker S, Walther A. 

In 24 diabetic children treated with insulin xylitol was used as a sugar substitute for four weeks in 
^f^T} ? ""f!:^'^ application was terminated before the end 

Sf. K-M J ^T^f diarrhoea. The other chUdren tolerated xylitol fairly well, three of 
the children found the polyol too sweet Because of incomplete data, the values of only 18 
children were compiled. A significant increase of serum uric acid concentration measuring 1 
mg/100 ml was the main side effect of xylitol usage. TOs effect was favoured bv the factSiat 
diabetic children do not use sucrose. As was shown earlier, a sucrose free period is the 
precondition for the possibility to find a xylitol induced hyperuricemia. In metabolically healthy 

U f ^"5; """^ • u""'"'^ ^'^''''^ hyperuricemia is also to be expected, this xylitol effect 
•s, therefore, obviously without pathophysiological significance. Xylitol is suited for use as a 
sugar substitute in diabetic diet and in caries prophylaxis if the Umited dose is observed. 

PMID: 832837 [PubMed - indexed for MEDLINE] 
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